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TTiemethod of claim 10, ftirther comp^ the step of obtaining combinatioDS of the peptides, 
derivatives, or fragments bj!5<Sherailcal bonding. 


A method of usxng the\^f/claim 6 comprising orally admii^stering the peptide to an 
individual to selectively pro^growth of bifidobacteria, or selectively inhibit the gro^vth of 

.\ 

non-bifidobacteria, in the digestxv6>tract. 


\ RKMARKS 
Claims 6-12, presented hereby, replace claims 1, 4, and 5, 
Claim 3 was withdrawn from consideration pursuant to restriction. 
Claims 6-12 contain the object matter of claims 1 , 4, and 5 revised to address the rejection 

under 35 USC 1 12. 112, as explained below. 

The specification is amended to correct two inadvertent, and apparent, clerical errors appearing 
the generic protein formulas appearing in 1he specification at page 3. Two of the generic formulas 
represent branched proteins, as indicated by the line comiecting the polypeptide branch to the 
polypeptide backbone in each of protein formulas, i.e., connecting a carbon atom in the branch to the 

adjacent carbon atom in the backbone. 

A new Abstract is submitted herewith, as a separate page, as required in the Office Action, 
me objections to the specification set forth in the Office Action are poorly taken. 
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Thettoe-lettercode for amino acids is req^ured only in 
code for amino acids is appropriately used in the specification and claims. 378 CFR l,821(a)(2). 

The protein formulas appearing in the specification (at page 3) and claims, i.e., in present 
olaim7,aregenencformula.coveringproteins,whicharenotcoveredunderthePTOR«lesa 
821-825) governing biological sequence disclosures. Tlris is because, inter alia, the Rules cover only 
sequences in which each amino acid is "specifically defmed" (c/ 37 CFR 1.821(a)). 

ReconsiderationisrequestedwiArespecttotherejectionunder35USCn2,11,foralk^^^ 

of enablement. 

Satisfaction of enablement under 35 U.S.C. 112, first paragraph, 

requires nothing more than objective enablement. ... [A] specification 
beSn as complj^g with ... 35 U.S.C. 1 12 tixere is 
reason to do doubt the obj ective tmth of statements lehed upon herein. 

S^ae/.«K«v.5.cAer,24USPQ2dl513, X5ie(^^ ^8.11992) [emphasis tnongmaTi. In order to sustain 

arejection for lackof enablement under§n2,ftrstparagraph.thePT0must cite e^^^^ 

of any allegations of non-enablement, in addition to explaining wA, it doubts the Ixuth of statements 
of enablement made in the specification. 7«r.5«:A.,t. 196 USPQ209(CC^^ 

Lack of enablement is not demonstrate! merely because the claim scope might, theoretically, 
cover ernbodiments mat do not work; theflmctionoftheclaimsisnotl^sp^^^^^ 

inoperative embodiments. Atla. Pokier v. E.I <iu Poni de Nemours Co., 224 USPQ 409 (Fed. Cir. 
1984). Even in an unpr^Uctable area, such as chemistry, the pro must ad>^ce reasons why 

appHcant'sbroad assertion ofenablement is not tme. /„ ..i?..^. 181 USPQ 48 (CCPA 1974). In 
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order to mtainaxqection for lack of enablement under§n2, and sMft the burden toapatent^^^^ 
the PTO must advance evidence or reasoning inconsistent with enablement. Sichert, supra. Lack of 
enablement under §112 is not established by mere allegations of undue breadth, that is, by merely 
arguing that claims read on non-disclosed embodiments. Norton v. Stevens, 7 USPQ2d 1245 (BPA & 
1 1988). In order to satisfy the requirements of §1 12, first paragraph, "it is not necessary to embrace 
in the claims or describe in the specification all possible fonns in which the claimed principle may be 
reduced to practice," Smith v. Snow, 294 U.S. 1, 1 1 (1935). The law does not require an applicant to 
describe in bis specification every conceivable embodiment of the invention. SHIInt 7 v. Matsushita 
Elec. Corp. of America, 227 USPQ 577, 586 (Fed. Cir. 1985). Moreover, while working examples 
drawn to specific embodiments may be desirable, they are not required in order to satisfy enablement 
under §112. In re Strahilevitz, 212 USPQ 561 (CCPA 1982). It is well established that working 
examples are not necessary when one possessed of knowledge of ordinary skill in the art could practice 
the invention without the exercise of undue experimentation. Ex parte Nardi, 229 USPQ 79 (BPA & 
11986). "Insatisfyingtheenablementrequirement,anapplicationneednotteach,andpreferablyomits, 

that which is well known in the art." Staehelin, 24 USPQ2d at 1516. 

In the present situation, the instant disclosure together with the knowledge possessed by one 
skiUedpnsvidesmore than enough infonnation to practice the presentlyclaimedinveati^^ 
exercise of undue experimentation. Accordingly, there is no lack of enablement, Nardi, supra. 
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Reconsideration is requested with respect to the rejection under 35 USC 1 12, 112. for alleged 

indefinite claims, in view of the changes in claim language effected by the instant amendment and lixe 
following remarks. 

The correct test for indefinite claim language is whether one of ordinary skill in the art 
would be confused as to the meaning of subject matter defined by the language at issue. In re Kraekel, 
183 USPQ 610 (CCPA 1974). Applying this test demonstrates that the language at issue satisfies the 

requirements of 35 USC 1 12, 112. 

While limitations from the specification cannot be read into the claims, words in the 
speoificationareproperlyusedduringprosecutionasanaidinm^^rP^^f^Ti^^^^^ This 
distinction is examined in the decision In re Donaldson Co. Inc., 29 USPQ2d 1845, 1850 (Fed. Cir. 
1994). 

The Commissioner confuses [1] hnpermissibly imputing limitations 
from the specification with [2] properly referring to the specification to 
detemiine themeaning of a particular word or phrase recited m a clami. 

Claims are to be given their broadest reasonable interpretation during prosecution, but the 
definitionofaclaim limitation given bythe Examiner cannot be different than would be given by one 

of ordinary skill in the art re Cartright, 49 USPQ2d 1464 (Fed. Cir. 1999). Moreover, the 
Examiner'sdefinitionofaclaimlimitationcamiotconflictwiththedefinition given inthespecificati^^^ 

In re Zletz. 13 USPQ2d 1320. 1322 (Fed. Cir. 1989). The examiner must use the specification 
definition in constauing the claims fox comparison witii the prior art. 

When the ^plicant states the meaning that die claim terms are intended 
to have, the claims are examined with that meaning, in order to achieve 
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a complete exploration of the appUcant's invention and its relation to tJie 
prior art. 

Z/ete, 13USPQ2dat 1322. Moreover, claim terms need not be "conventional" in the art, since a patent 
applicant is entitled to be his own lexicographer. In re Castaing. 166 USPQ 550 (CCPA 1970). 

Applying the aforesaid standards to the present claims, taken together with the changes in claim 
language reflected by the present claims, with respect to the instances of allegedly indefinite claim 
language set forth in the statement of rejection, AppUcants submit that the present claims satisfy the 

requirements of 35 USC 112, %2. 

Reconsideration is requested with respect to the rejection under 35 USC 101 for including a 

recitation of use without process steps, in view of the instant Amendmem. 

In accordance with theinstant amendment, theonlyclaimcontainingarecitation of use is c 

12. Claim 12 recites the "method of using the peptide of claim 6 comprising orally administering the 
peptide to an individual to selectively promote growth of bifidobacteria, or selectively inhibit the 
growth of non-bifidobacteria, in the digestive tract" Since claim 12 recites the requisite process step, 
i.e., -orally administering the peptide to an individual," the rejection under §101 is overcome. 
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Favorable action is requested. 


Respectfully submitted, 
JACOBSON HOLMAN PLLC 


400 Seventh Street, N.W. 
Washington, D.C. 20004 
Telephone: (202) 638-6666 
Atty. Docket No.: P65141US0 
Date: July 29, 2002 
WEP/ndt 
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Marked up version of amendments to the specification 
TN THE SPRf^TFTCATlON 
At page 3, rqalace paragraph 2 with the following: 

Preferably, peptides are used which have the foUoA^ing amino acid sequences [sequence (SEQ 
ID NO: 1-24, respectively in order of appearance)] : 

R1-EQLLRLKK-R2, R,-YLEQLLRLKKY-Rs, R.-NRQRNILR-R^ , 
Ri-YMNGMNRQRNILR-R, R1-PQWQRNMRK-R3 , Ri-HTGLRRTA-Rj , 
R1-PTAIQNLRK-R3, R,-EVAARARWt^-Rj, Ri-WQRNMRKV-R, , 
R1-LARTLKRLK-R2, Ri-YKQKVEKV-R,, R.-LVRYTKKV-Rj , 
Ri-KYLYEIARR-Rs, Ri-ARRARWWCAVG-R, , Ri-ARRARWWCAVGE-Rj, 

Rj-ilAL-R^ R3-CIAL-R, 

[Ri-ARRARWWCAVG-Rj , R1-ARRARVWCAVGE-R2 , 
Rj-CIAL-R, R3-CIAL-RJ 
Ri - YQRRPAIAINNPYVPRTYYANPAWRPHAQI PQRQYLPNSHPPTWRRPNLHPSF-R^ , 
Rj.-GRRRRSVQWCiVSQPEATKFQWQRlIMRI?VRGPPVSCII«DSPIQC:iQA-Rj, 
R^-GRRRSVQWa^VSQPBATK CFQWQRMMRKVTlGPPV5C IKRDSPlQCIQA-Ra, 
-GRRRRSVQWCAVSQPKATK CFQWQRJ3MRKVRQPPVSC IKRDSPIQCIQA-R, 
Ri-VYQHQKAMPKPWIQPKTKVIPYVRYIi-Rj , R1-ARRARWWAAVG-R2 , 

R,-CAVGGGC1AL-R2/ 

1 1 

Ri-RHTRKYWCRQGARGGCITL-Rj , 

wherein 

R„ Rj independently represents NH2, an amino acid, or a peptide containing up 
to 100 amino acids, and 

R2, R4 independently represents COOH, CONH2, an amino acid, or a peptide 

containing up to 100 amino acids; 
and the amided acetykted, sulfated, phosphorylated, glycosylated, oxidixed derivatives 
or fragments thereof having bifidogenic properties. 
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Peptides having bifidogenic properties are obtainable by the process of adding proteases to 
cow^snulkorhuxiianmilk,foUowedbyincubation,centrifugation.acidification,pm 
phaseHPLC andcation^exchangeHPLC, cultuiing^jyittobacreriimi 6^^^ 

of collected bifidogenic fiactions, and isolation of the peptides having bifidogenic properties, and the 
isolated peptides can be amidated, acetylated, sulfated, phosphorylated, glycosylated, oxidized, or 
fragmented and still maintain their bifidogenicproperties, and combinationpeptideshavingbifidogenic 

properties are obtainable by chemicaUy bonding the peptides having bifidogenic properties, the 
amidated, acetylated, sulfated, phosphorylated, glycosylated, oxidized, or fragmented peptides having 
bifidogenic properties, or combinations thereof. 


Received from < 2023935350 > at 7/29/02 8:26:55 PM [Eastern Daylight Time] 


